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The Carillon Mitral Contour System o

ACCESS ‘ Procedure Benefits:
5 B ()
— Right internal jugular vein \ : * Safe
— Femoral/radial (angio) \ — No transseptal puncture
— Coronary sinus \ /’Z — 10 Fr venous access
SIZE & PLACE S— \ ; o — No touch of mitral valve
2 b— — * Easy To Use
— Measure size of CS — Conscious sedation possible
— Insert Carillon device — TEE optional
— Typically, 3 cases to become certified
CINCH, ANCHOR * Patient-Tailored Sizing
& RESHAPE
3 ) * Recapturable

— Improves safety
— Allows for real time assessment of efficacy

— Position and deploy
distal anchor

— Perform angiography

— Cinch annulus

— Deploy proximal anchor
— Release the device




UNIVERSITY OF LEEDS

The CINCH-FMR Registry L

* A multi-center, real-world study of patients treated with the Carillon
Mitral Contour System as standard of care

* Will enroll up to 500 patients treated with the Carillon therapy in up
to 100 centers in Europe

* Retrospective enrollment is allowed within the registry

* Informed consent is obtained to provide full access to standard-of-
care patient records and coordinated follow-up procedures

* Data is third party monitored



Interim Analysis of Data e N

Interim analysis of 228 patients with up to 5 years of follow-up which
includes:

* Safety data — device related safety events

* Clinical efficacy — mortality, heart failure hospitalization, change in NYHA
class, and changes in quality of life

* Mechanistic efficacy — echocardiographic measures of MR and LV
function
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Patient Demographics d—

Parameter N-228

0,
Age (yrs) 78+ 9 LVEF % 46 £14
<50% LVEF (%) 103/211 (49%)
Sex - Male 112 (49%) NYHA Class n (%)
Hypertension 190 (83%) ! 2/223 (1%)
I 401223 (18%)
Atrial fibrillation 170 (75%) i 155/233 (69%)
Coronary artery disease 129 (57%) v 26/223 (12%)
_ _ . MR grade n (%)
Ischemic etiology 106 (47%) 1+ 1/225 (<1%)
Previous Myocardial Infarction 52 (23%) 2+ 35/225 (16%)
3+ 129/225 (57%)
ICD present 28 (12%) 4+ 60/225 (27%)

Continuous variables are shown as mean *= SD, categorical variables as n (%).
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Baseline Medications

N=228

Drug Class
ACEI/ARB/ARNI 177 (78%)
Beta Blocker 189 (83%)
Diuretic 190 (83%)
MRA 107 (47%)

Class Combinations

ACEI/ARB/ARNI, Beta Blocker & Diuretic

139 (61%)

ACEI/ARB/ARNI & Beta Blocker

158 (69%)

ACEI/ARB/ARNI & Diuretic

155 (68%)

Beta Blocker & Diuretic

164 (72%)

Titration of medications to maximum tolerable dosages is not required as part of the registry
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Enrollment and FO”OW-Up (through October 2024) (S .
CINCH FMR Registry - All Subjects \ :Xf

Actual vs. Planned Follow-up (as of October 31, 2024)

200

150

100

Study Subjects in Database

50

BL 1-3mo 4-8mo 9-12mo 2yr 3yr Ayr Syr
Follow-up Point

mmmm Actual Follow-up  ==@=Planned Follow-up

- 63 patients fallen out due to withdrawal of consent, death, or lost-to-follow-up.
- Other differences between expected and actual follow-up due to missed FU visit or no data.




&
UNIVERSITY OF LEEDS

<0
Safety Results o
Serious Adverse Events (SAE) 12-month (incl. 30 day)
18.4% (42/228) 46.9% (101/228)
All SAEs
57 events 246 events
_ 0.9% (2/228) 1.3% (3/228)
Device Related SAEs T
2 events 4 events
2.2% (5/228) 2.6% (6/228)
Procedure Related SAEs *
5 events 7 events
_ 2.2% (5/228) 2.6% (6/228)
Device or Procedure Related *
5 events 7/ events

1 All four (4) events “possibly” related to the device, but a definitive relationship could not be established.
* Includes five (5) events “possibly” related to the procedure, but a definitive relationship could not be established.
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Principle Efficacy Results: MR Grade i patients)

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%

MR Grade - All patients at each time point (n=225)

0.9%
4
d
7.3%
a
4
° 4.3
.8
0.4% 0.7%
BL 1-3mo 4-8mo 9-12mo 2yr 3yr 4yr Syr
n=225 n=145 n=133 n=106 n=80 n=41 n=27 n=14

OTrace MR EMR1+ EMR2+ OMR3+ EMR4+

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%

MR Grade - All patients at each time point (n=225)

BL
n=225

2.4%

3 4
4.3
.8 .8 x -
0.7%
1-3mo 4-8mo 9-12mo 2yr 3yr ayr Syr
n=145 n=133 n=106 n=80 n=41 n=27 n=14

OTrace MR B MR 1+/2+ BEMR3+/4+

100.0%

90.0%

80.0%

70.0%

60.0%

50.0%

40.0%

30.0%

20.0%

10.0%

0.0%

MR Grade - Change from baseline (n=193)

92.7%
87.6% 86.3% 85.2%
81l.2%
77.8%
4%
.8% 8%
4% 3%
.3%
.8% .0% .5%

1-3mo 4-8mo 9-12mo 2yr 3yr 4yr
n=144 n=133 n=105 n=80 n=41 n=27

@ Improved OMaintained M Worsened

85.7%

Ly

Syr
n=14




|

o
UNIVERSITY OF LEEDS

Patients w/ Assessments at 3 years Patients w/ Assessments at 3 years
MR Grade at all time points MR Grade at all time points
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Change of NYHA Class (all patients)
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Change of NYHA Class (surival analysis) _—
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Survival Curve

100% 5-year survival rate is promising
amongst contemporary clinical
s trials in CHF*
Lipiecki et al. 2020 reported a 5-
60% year Carillon survival rate of 56.2%

(2]

£ .. .
53.1%  from pooled clinical trials
=}

(%]

40%

20% *Traditional survival bias associated
with retrospective and prospective
aspects of the registry

0%
Timepoint (yrs) 0 1 2 3 4 5
No at risk 233 146 110 59 40 18

P(survival)* 100.0%  0.0% 90.6% + 4.1% 87.2% + 5.0% 75.9% + 7.6% 64.0% + 9.9% 53.1% + 12.2% Lipiecki et al. ESC-HF 2020
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Heart Failure Hospitalizations Compared
HFH Death or HFH
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Limitations avig

Real-world data collection of standard of care results in variability of data
availability at each follow-up time period.

Pragmatic mitral regurgitation severity assessment is based on site
interpretation.

Patient enrollment, follow-up and data collection will continue to expand
reqistry.
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Conclusions avig
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N
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The CINCH registry is the first post market cohort study of patients treated
with the Carillon Mitral Contour System in a real-world setting.

The data, to date, suggests that the Carillon device:
* |s safe;
* reduces mitral regurgitation and maintains the reduction over time;
* improves patient symptoms;
* |s associated with clinical stability;
* shows reduction in heart failure hospitalizations over time; and
* |s associated with long-term survival
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